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Applicant's election of Group 1, claims 1-30, in the paper filed 20 October 2006 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 81 8.03(a)). Claims 3 1-42 are withdrawn from further consideration pursuant to 37 
CFR 1 .142(b) as being drawn to a nonelected invention. 

The disclosure is objected to because of the following informalities: page 18, lines 15, 
18, and 26, -cut-off- should be recited; page 18, line 26, "who" -are- should be recited. 
Appropriate correction is required. 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 1 12, first paragraph, as failing to 
provide an adequate written description of the invention, and failing to adequately teach how to 
make and/or use the invention, i.e. failing to provide an enabling disclosure. 

Claims 1-10, 12-24, and 26-30 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 
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Applicant teaches elevation of antibodies specific for various oligosaccharide structures 
in patients with inflammatory bowel disease. However, absent further guidance, one would 
doubt, on its face, that a diagnosis could be made based upon determining the presence of at least 
one, or several, of the antibodies. In this regard, applicant's own work (WO 2004/015420; see 
page 3) suggests that detection of a number of the identical antibodies is diagnostic for multiple 
sclerosis, not Crohn's disease. Moreover, detection of some of the identical antibodies is 
diagnostic for peripheral neuropathies (see e.g.: Pestronk, US 5,443,952,, col.7, Table II). The 
art would suggest that even the detection of anti-Saccharomyces cerevisiae mannan antibodies 
(ASCA) would not, by itself, serve to diagnose Crohn's disease (See: Krause et al., Clin. Exp. 
Rheumatol. 20 (Suppl. 26): S21; Esnault et al., US 7,109,182, col. 7, lines 48-58). For the above 
reasons and absent further guidance from applicant, one would not be assured of the ability to 
successfully practice the invention as instantly claimed. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-30 are rejected under 35 U.S.C. § 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

In claim 1, and claims dependent thereupon, "one an" at line 3 is redundant and not clear. 
These claims also lack a comma at line 6 before "an anti-Dextran". 
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In claim 2 and claims dependent thereupon, recitations of "the" levels lack antecedent 

basis. 

In claims 5-7, 1 1, 20, and 21, "detecting" or "is detected" are not consistent with 
"determining" presence. 

In claim 8, "the" presence lacks antecedent basis. 

In claims 9 and 10, "the" presence lacks antecedent basis. Moreover, "an. . .antibodies" is 
not clear. 

In claim 14, "wherein said wherein said" is redundant. Recitation of "said. . .fluid" lacks 
antecedent basis because it is believed claim —12— was intended. 

In claim 15 and claims dependent thereupon, "the" isotype lacks antecedent basis. 

In claims 16-18, it is not clear what applicant intends as encompassed as a "type 
antibody." 

In claims 20 and 21, "using" is not a valid method step, -with- is suggested. 
In claim 22 and claims dependent thereupon, "said at least one.. .antibody" lacks 
antecedent basis. 

In claims 23-25, "detecting" is not consistent with "determining" presence. 
In claims 26-29, "the" presence lacks antecedent basis. 

In claim 29, "the" absence lacks antecedent basis. Moreover, "an. . .antibodies" is not 

clear. 

In claim 30, "said" antibodies lack antecedent basis. Recitation of "the" absence lacks 
antecedent basis. The claim also lacks a comma at line 1 1 before "IgG ASCA". 
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35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any 
new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of this 
title. 

A rejection based on double patenting of the "same invention" type finds its support in the language of 35 
U.S.C. 101 which states that "whoever invents or discovers any new and useful process... may obtain a patent 
therefor..." (Emphasis added). Thus, the term "same invention " in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re Vogel, 422 R2d 438, 164 USPQ 
619 (CCPA 1970); and In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by canceling or amending the 
conflicting claims so they are no longer coextensive in scope. The filing of a terminal disclaimer cannot overcome a 
double patenting rejection based upon 35 U.S.C. 101. 

Claims 22-30 are provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 22-30 of copending Application No. 10/843,033. This is a provisional 
double patenting rejection since the conflicting claims have not in fact been patented. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-8, 1 1-15, 17-19, and 21-28 are rejected under 35 U.S.C. § 102(b) as being 
anticipated by Main et al. (BMJ 297: 1 105, 1988) in light of the instant disclosure, Sendid et al. 
(Clin. Diagn. Lab. Immunol. 3: 219, 1996), and/or Wakshull et al. (US 6,294,321). 
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Main et al. detected IgG and IgA antibodies to a crude extract of Saccharomyces 
cerevisiae (ASCA) in the circulation of Crohn's disease (CD), but not ulcerative colitis (UC), 
patient samples. In light of any of the disclosures of instant specification, Sendid et al., and/or 
Wakshull et al., the assay of the reference inherently detected antibodies to the glycan epitopes, 
e.g. P (l-3)-glucans and mannans, present in the extract. 

Claims 1-8, 1 1-20, and 22-28 are rejected under 35 U.S.C. § 102(b) as being anticipated 
by Sendid et al. (Clin. Diagn. Lab. Immunol. 3:219, 1996) in light of the instant disclosure 
and/or Wakshull et al. (US 6,294,321). 

Sendid et al. detected antibodies to Saccharomyces cerevisiae (ASCA) cells in the 
circulation of Crohn's disease (CD), but not ulcerative colitis (UC), patient samples by 
immunofluorescence. In light of the disclosures of instant specification and/or Wakshull et al., 
the assay of the reference inherently detected antibodies to the glycan epitopes, e.g. P (1-3)- 
glucans and mannans, present in the yeast cells. 

Claims 22, 24, and 26-30 are rejected under 35 U.S.C. § 102(b) as being anticipated by 
Quinton et al. (Gut 42: 788, 1998) in light of Walsh et al. (US 6,218,129). 

Quinton et al. discriminated ulcerative colitis (UC) from Crohn's disease (CD) by 
determinations of anti-neutrophil cytoplasmic autoantibodies (ANCA; positive in UC, negative 
in CD) and antibodies specific for the oligomannosidic epitopes of Saccharomyces cerevisiae 
(ASCA; positive in CD, negative in UC) in the serum of patients and controls. In light of Walsh 



Application/Control Number: 10/728,227 Page 7 

Art Unit: 1641 

et al., the antiserum used by Quinton et al. (specific for human IgG, IgA, and IgM) detected at 
least IgG and IgA ASCA. 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in public 
policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise extension of the "right 
to exclude" granted by a patent and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van 
Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and 
In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to overcome an actual 
or provisional rejection based on a nonstatutory double patenting ground provided the conflicting application or 
patent is shown to be commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. A 
terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1-21 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-21 and 31-42 of 
copending Application No. 10/843,033. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the referenced copending application and the 
instant application are claiming common subject matter in the use of overlapping similar or 
identical individual or combinations of anti-carbohydrate antibody determinations for diagnosis 
of Crohn's disease. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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Claims 1-30 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-3,7-12, and 18-29 of 
copending Application No. 1 1/351,185. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the referenced copending application and the 
instant application are claiming common subject matter in the use of overlapping similar or 
identical individual or combinations of anti-carbohydrate antibody determinations for diagnosis 
of Crohn's disease. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1-30 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-3, 7-12, and 18-29 of 
copending Application No. 1 1/364,964. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the referenced copending application and the 
instant application are claiming common subject matter in the use of overlapping similar or 
identical individual or combinations of anti-carbohydrate antibody determinations for diagnosis 
of Crohn's disease. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James L. Grun, Ph.D., whose telephone number is (571) 272- 
0821 . The examiner can normally be reached on weekdays from 9 a.m. to 5 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le, SPE, can be contacted at (571) 272-0823. 

The phone number for official facsimile transmitted communications to TC 1600, Group 
1640, is (571)273-8300. 

Any inquiry of a general nature or relating to the status of this application, or requests to 
supply missing elements from Office communications, should be directed to the Group 
receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



James L. Grun, Ph.D. 
December 24, 2006 
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